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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Ahy reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 04 May 2009 . 
2a)D This action is FINAL. 2bM This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Qi/ay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 111-178 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) [3 Ciaim(s) 111-178 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

. Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing® is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachments) 

1) □ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) S Information Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mail Date 5/1 1/09.6/19/09 . 

U.S. Patent and Trademark Office 

.PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20090804 



4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) CD Notice of Informal Patent Application 

6) □ Other: . 



Application/Control Number: 10/603,115 
Art Unit: 3774 

DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

t A request for continued examination under 37 CFR 1.114. including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1.114, 
arid the fee set forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuantto 37 CFR 1.114. 
Applicant's submission filed on 5/4/2009 has been entered. 

Response to Arguments 

2. Applicant's arguments filed 5/4/2009 have been fully considered but they 
are not persuasive. Applicants have amended the cfaims to recite that at least a 
portion of the undercoat covers at least a portion of the outer surface of the open 
lattice tubular sidewall, and the topcoat is at least partially covering the portion of 
theundercoatthatcoverstheoutersurfaceoftheopen lattice tubular sidewall. 

3. Applicant thus argues that the sandwiched ring prosthesis of Lee 
(reproduced below) does not include a topcoat at least partially covering the 
portion of the undercoat that covers the outer surface of the open lattice tubular 
sidewall. 



FIG. 4 

,24-22 .20 
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4. Examiner disagrees. As mentioned in the previous rejection, the language 
"covers" does not necessitate that one layer is directly atop another layer (like a 
roof still covers the first floor of a multi-story house). 

5. Regardless, in order to fully address Applicant's claim amendments it is 
important to note that the only difference between the claimed device and Lee is 
the arrangement of the layers. 

6. Thus a modification of the prior art to include a stent layer covered with 
two graft layers would be a rearrangement of the prior art stent graft components. 
(See MPEP 241 1.04). Lee contemplates such a rearrangement (col. 7 lines 21- 
28), stating that "conceptually the two layers could instead be just the inner and 
outer surfaces of the same membrane" and that "scaffold members 30 could be 
secured to either the exterior or the interior surface of the membrane." This 
specific teaching clearly suggests that a rearrangement of parts is not only 
possible, but also can be performed using known methods and yielding 
predictable results. 

7. supporting evidence for this rationale is provided by figure 8 of Lee, 
teaching the suitability of scaffold members 30 as the inner or outer surface layer 
(see col. 7 lines 43-50). 

8. Therefore it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to have modified the device of Lee such that the 
stent forms the base layer and the graft layers are directly atop the stent, for the 
purpose of: providing a two-layered graft with an inside surface of scaffold 
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members in order to hold the membrane out against the vascular diameter and 
not let it contract in diameter (col. 7 lines 43-46). 
9. With respect to new claims 171-178, the additional limitation of the 
prosthesis being "prefabricated" does not distinguish over Lee, because Lee is 
prefabricated (manufactured, see col. 5 lines 27-29). Regardless, the limitation is 
a product-by-process limitation that carries no patentable weight in the absence 
of distinguishing structure. The limitation "wherein the undercoat is in direct 
contact with the outer surface of the open lattice tubular sidewall" is addressed 
above, in that Examiner believes it to be an obvious rearrangement of the 
components of Lee, taught by Lee, for the purpose of holding the membrane out 
against the vascular diameter and preventing the membrane from contracting in 
diameter. 

Drawings 

1 0. The drawings are objected to under 37 CFR 1 .83(a). The drawings must 
show every feature of the invention specified in the claims. Therefore, the "open 
lattice tubular sidewall" must be shown or the feature(s) canceled from the 
claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1 . 1 21 (d) are 
required in reply to the Office action to avoid abandonment of the application. 
Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is 
being amended. The figure or figure number of an amended drawing should not 
be labeled as "amended." If a drawing figure is to be canceled, the appropriate 
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figure must be removed from the replacement sheet, and where necessary, the 
remaining figures must be renumbered and appropriate changes made to the 
brief description of the several views of the drawings for consistency. Additional 
replacement sheets may be necessary to show the renumbering of the remaining 
figures. Each drawing sheet submitted after the filing date of an application must 
be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the 
next Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinaiy skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

12. Claims 111,124, 125, 139-141,154-155, 169-172 are rejected under 35 
U.S.C. 103(a) as being obvious over Lee (U.S. Pat. No.: 5,123,917). 

1 3. Lee discloses a metallic stent 30 with an open lattice tubular sidewall (see 
fig. 1) wherein at least part of the metallic stent is covered with a coating (graft A, 
fig. 1) for release of a biologically active material, the coating comprising an 
undercoat 10 comprising hydrophobic elastomeric material (polyurethane) 
incorporating an amount of biologically active material (for example heparin, col. 
4 lines 58-61). 



Application/Control Number: 1 0/603,1 1 5 Page 
Art Unit: 3774 

14. The coating further comprises a topcoat 20 comprising a biostable non- 
thrombogenic polymeric material which is different from the hydrophobic 
elastomeric material (PTFE, Dacron, col. 5 lines 3-7) wherein the topcoat is free 
of an elutable material (col. 5 lines 7-10, noting that drug impregnation is an 
option, not a necessity). The topcoat is a barrier which the Examiner is 
considering to be a control of the release profile of the biologically active material 
(col. 3 lines 54-67). 

1 5. However, Lee fails to specifically disclose a topcoat at least partially 
covering the portion of the undercoat that covers the outer surface of the open 
lattice tubular sidewall. It is important to note that this distinction is merely a 
rearrangement of the disclosed components of Lee. 

16. Thus a modification of the prior art to include a stent layer covered with 
two graft layers would be a rearrangement of the prior art stent graft components. 
(See MPEP 241 1.04). Lee contemplates such a rearrangement (col. 7 lines 21- 
28), stating that "conceptually the two layers could instead be just the inner and 
outer surfaces of the same membrane" and that "scaffold members 30 could be 
secured to either the exterior or the interior surface of the membrane." This 
specific teaching clearly suggests that a rearrangement of parts is not only 
possible, but also can be performed using known methods and yielding 
predictable results. 

17. Supporting evidence for this rationale is provided by figure 8 of Lee, 
teaching the suitability of scaffold members 30 as the inner or outer surface layer 
(see col. 7 lines 43-50). 
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1 8. Therefore it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to have modified the device of Lee such that the 
stent forms the base layer and the graft layers are directly atop the stent, for the 
purpose of: providing a two-layered graft with an inside surface of scaffold 
members in order to hold the membrane out against the vascular diameter and 
not let it contract in diameter (col. 7 lines 43-46). 

19. With respect to new claims 171-172, the additional limitation of the 
prosthesis being "prefabricated" does not distinguish over Lee, because Lee is 
prefabricated (manufactured, see col. 5 lines 27-29). Regardless, the limitation is 
a product-by-process limitation that carries no patentable weight in the absence 
of distinguishing structure. The limitation "wherein the undercoat is in direct 
contact with the outer surface of the open lattice tubular sidewall" is addressed 
above, in that Examiner believes it to be an obvious rearrangement of the 
components of Lee, taught by Lee, for the purpose of holding the membrane out 
against the vascular diameter and preventing the membrane from contracting in 
diameter. 

20. Claims 112, 113, 129, 130, 142, 143, 159, 160 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Lee (U.S. Pat. No.: 5,123,917) in view 
of Berg et al. (U.S. Pat. No.: 5,464,650). 

21 . Lee is explained supra. However, Lee does not disclose the undercoat 
comprising an ethylene vinyl acetate copolymer material. Berg teaches the use of 
ethylene vinyl acetate copolymers as a suitable substrate for drug eluting stents 
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(col. 4 lines 19-39, col. 5 line 1). Therefore it would have been obvious to one of 
ordinary skill in the art to modify the undercoat of Lee to comprise an ethylene 
vinyl acetate copolymer as taught by Berg, since it is within the skill of an 
ordinary worker in the art to select a particular material from a given set of known 
materials suitable for an intended purpose or use. In the instant case, Berg 
teaches the suitability of ethylene vinyl acetate copolymers as implant material 
and as drug-eluting material. 

22. Claims 114-116, 118-121, 128, 131-138, 144-146, 148-151, 158, 161-168, 
173-178 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lee 
(U.S. Pat. No.: 5,123,917) in view of Berg et al. (U.S. Pat. No.: 5,464,650) as 
applied above, further in view of Mitchell et al. (5,288,71 1). 

23. Lee in view of Berg teaches a coated vascular stent as above; However 
Lee and Berg appear to lack the coating comprising an antibiotic. Mitchell et al. 
teaches a stent comprising an antibiotic (Rapamycin) to inhibit proliferation of 
vascular smooth muscle cells (col. 3, lines 7-31). It would have been obvious to 
one of ordinary skill in the art to combine the teaching of a stent comprising an 
antibiotic, as taught by Mitchell et al., to a coated vascular stent as per Lee and 
Berg, in order to inhibit proliferation of vascular smooth muscle cells. 

24. With respect to new claims 173-178, the additional limitation of the 
prosthesis being "prefabricated" does not distinguish over Lee, because Lee is 
prefabricated (manufactured, see col. 5 lines 27-29). Regardless, the limitation is 
a product-by-process limitation that carries no patentable weight in the absence 
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of distinguishing structure. The limitation "wherein the undercoat is in direct 
contact with the outer surface of the open lattice tubular sidewall" is addressed 
above, in that Examiner believes it to be an obvious rearrangement of the 
components of Lee, taught by Lee, for the purpose of holding the membrane out 
against the vascular diameter and preventing the membrane from contracting in 
diameter. 

25. Claims 117, 122,123, 126, 127, 147, 152, 153, 156, 157 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Lee (U.S. Pat. No.: 
5,123,917) in view of Mitchell et al. (5,288,711). 

26. Lee teaches a coated vascular stent as above however Lee lacks the 
coating comprising an antibiotic. Mitchell et al. teaches a stent comprising an 
antibiotic (Rapamycin) to inhibit proliferation of vascular smooth muscle cells (col. 
3, lines 7-31). It would have been obvious to one of ordinary skill in the art to 
combine the teaching of a stent comprising an antibiotic, as taught by Mitchell et 
al., to a coated vascular stent as per Lee, in order to inhibit proliferation of 
vascular smooth muscle cells. 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to SUBA GANESAN whose telephone number 
is (571)272-3243. The examiner can normally be reached on M-F 7-4. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, David Isabella can be reached on 571-272-4749. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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